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INFORMATION DISCLOSURE STATEMENT 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

Pursuant to Applicants' duty of disclosure under 37 C.F.R. § 1.56, enclosed is 
a list of one hundred forty two (142) references for the Examiner's review and consideration. 
These references are listed on the enclosed Form PTO-1449 entitled "List of References 
Cited by Applicant." These references (AA-FL) are listed in reverse-chronological or 
alphabetical order. Copies of these references are not enclosed as the copies were submitted 
in connection with U.S. Application No. 09/770,663, filed October 23, 2002, which is the 
parent of this application, and U.S. Application No. 09/770,663, filed January 29, 2001, 
which is the grandparent of this application. Copies will be provided, however, upon the 
Examiner's request. 

Identification of the foregoing references is not to be construed as an 
admission of Applicants or Attorneys for Applicants that such references are available as 
"prior art" against the subject application. Consequently, Applicants respectfully decline to 
use form PTO-1449, since that form identifies all of the references cited therein as "Prior 
Art." As an alternative, Applicants submit herewith a "revised form PTO 1449" entitled 
"List of References Cited." 

Applicants respectfully request that the Examiner review the references and 
make them of record by completing and returning the enclosed List of References. 
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No fee is believed to be due for the submission of this statement since it is 
being made prior to a first Office Action on the merits in the above case. If any fees are 
required, however, please charge such fees to Pennie & Edmonds LLP's Deposit Account 
No. 16-1150. 



Date 



October 28, 2003 



Respectfully submitted, 





lax Bachrac]; 
PENNIE & EDMONDS llp 

1667 K Street, N.W. 
Washington, DC 20006 
(202) 496-4400 



45,479 



(Reg. No.) 



For. Anthony M. Insogna (Reg. No. 35,203) 
PENNIE & EDMONDS llp 
12750 High Bluff Drive, Suite 300 
San Diego, CA 92130 
(858) 314-1200 



Enclosure 



-2- 



DCl: 353458.1 



Sheet 1 of 5 





ATTY. DOCKET NO. 


APPLICATION NO. 




4821-528-999 


Not yet assigned 


LIST OF REFERENCES CITED BY APPLICANT 


APPLICANT 




{Use several sheets if necessary) 


T. Jerussi 






FILING DATE 


GROUP 




Herewith 


To be assigned 



U.S. PATENT DOCUMENTS 


'EXAMINER 
INITIAL 




DOCUMENT NUMBER 


DATE 


NAME 


CLASS 


SUBCLASS 


FILING DATE 
IF APPROPRIATE 




AA 


0,1Z/ ,obo 


a c\ior\r\c\ 
1 VfZUW 


Doherty et al. 










AB 


o,i/ 4,yzo 


U1/ZUU1 


Bailey et al. 










AP 


o ri>IC OAO 
0,U40,Z4Z 


4 4/4 QQQ 

i 1/ iyyo 


Emmelmann 










AD 


o, / yo.oou 


HQ/1 QQQ 

uo/iyyo 


Svec et al. 










AE 


c 7Qn nci 
o, / ou,uon 


07/1QQQ 

u / / 1 yyo 


tswara ex ai. 










Mr 


o, ( oo, Dob 


nQ/l QQQ 

uo/ lyyo 


Lewis 










MO 


o, / iy,zoo 


QO/-1 QQQ 


DaII Af ^ I 

oeti et ai. 










AN 

nn 


0,0/4,000 


QQ"7 

i u/i yy / 


Shinoda et al. 










Al 


o,ooy,4/o 


QQ7 

uo/i yy / 


Oshlack et al. 










AJ 


C CQH 7CZ7 

o.oyi , / 0/ 


ui/i yy / 


Mohr et al. 










AK 


C CCO A OQ 

o,ooz,4^y 


HQ/1 QQR 

uy/ 1 yyo 


Wong et al. 










AL 


0,40y,TO4 


-1 n/i QQC 

iu/iyyo 


Vargas 










AM 


C A QC 070 

o,4ob,z/ z 


rt7/H QQC 

u/viyyo 


Scheinbaum 










AN 


0,004,000 


-in/1 QQ/i 
i u/ 1 y y4 


Sparks et al. 










AO 

/AW 


c ocn c*3/i 
0,^:0U,0o4 


■1 QM QQO 

i iu/iyyo 


Den et ai. 










AP 


c -i on c/i q 
0,1ZU,O4o 


nc/i QQO 

uo/iyy^ 


Mcoieiiana et ai. 










AO 


C I C\A QQQ 

0,1 u4,oyy 


Q/f M QQO 

U4/ i y yz 


Young et al. 










AD 
r\r\ 


C A70 CyiQ 

0,U/ O,04o 


1 OM QQ1 

iz/i y y i 


Marshall et al. 










A*n 


C ACQ AAf\ 

0,U0O,44U 


4 4/4 QQ1 

in/I y y i 


Jeffery et al. 










AT 

M 1 


c nco CQC 

o,uoy,oyo 


<i rw-t QQ1 

i u/ 1 y y i 


Le Grazie 










Al 1 


A QQQ QA A 

4,yoo,o14 


Q-1 14 QQ1 

ui/i yyi 


Abou-Gharbia et al. 










A\/ 
M V 


4,939,175 


07/1990 


1 ll/ni a+ nl 

Ukai et al. 










AW 
MVV 


4,9z9,o29 


05/1990 


JetTery 










AY 
MA 


/I Q~7 A ~7~7 A 

4,o/ 1 ,/ /4 


10/19o9 


Rees 










AY 


4,816,488 


03/1989 


Rees 










AZ 


4,814,352 


03/1989 


Jeffery et al. 










BA 


4,806,570 


02/1989 


Jeffery et al. 










BB 


4,746,680 


05/1988 


Jeffery et al. 










BC 


4,552,828 


11/1985 


Toya et al. 










BD 


4,522,828 


06/1985 


Jeffery et al. 










BE 


4,008,719 


02/1977 


Theeuwes et al. 










BF 


3.960.891 


06/1976 


Malen et al. 









DC1 -334151.2 



Sheet 2 of 5 





BG 


3,916,899 


11/1975 


Theeuwes et al. 










BH 


3,845,770 


11/1974 


Theeuwes et al. 










Bl 


3,598,123 


08/1971 


Zaffaroni 










BJ 


3,536,809 


10/1970 


Applezweiq 










BK 


3,471,515 


10/1969 


Troxler et al. 










BL 


3,155,670 


11/1964 


Janssen et al. 










BM 


3,155,669 


11/1964 


Janssen et al. 












FOREIGN PATENT DOCUMENTS 








DOCUMENT NUMBER 


DATE 


COUNTRY 


class 


SUBCLASS 


TRANSLATION 










YES 


NO 




BN 


WO 00/56322 


09/2000 


PCT 












BO 


WO 00/56321 

W V WW/ WWW*- 1 


09/2000 


PCT 












BP 


WO 00/66318 

VVVJ WW/ WWW I W 


09/2000 

WW/ fcW WW 


PCT 












BQ 


wo nn/^fins 

VVU wwVwww 1 W 


09/2000 

W w/ tWWW 


PCT 












BR 


wn nn/^R^i4 

VVU UU/JUO l*+ 


09/2000 

W W/ tWWW 


PCT 












BS ; 


v v u uu/ wwwuw 


09/2000 

WW/ twww 


PCT 












BT 


WO 00/56306 

VVU UU/JUJUU 


09/2000 

W Wl fcWWW 


PCT 












BU 


WO 00/56151 

V V x-/ WW/ WW 1 W 1 


09/2000 

W Wf fcW w w 


PCT 












BV 


WO 00/56150 

V V WW/ WW 1 WW 


09/2000 

W W# CpVVV 


PCT 












BW 


WO 00/56149 

VVU WW/ WW I*t5 


09/2000 

w wi twww 


PCT 












BX 


V V w WW/ ww l*rO 


09/2000 

W w7 tUuw 


PCT 












BY 


wo nn/**i7fi , i 

VVU WW/W*WWW 


OQ/2000 

W W7 t.UUU 


PCT 












BZ 


wo nn/^9iR9 

Ww uu/oz: lot 


1 1/1998 

1 I / 1 WWW 


PCT 












CA 


WO QQ/^^4Sn 

VVU ww/WW*tWW 


07/1999 

W f / 1 www 


PCT 












CB 


WO QR/1^0^4 

VVU v/O/ 1 JUJH 


04/1998 

W*T» 1 WWW 


PCT 












CC 


WO Qft/1 

VVU CO/ I WW WW 


04/1998 

W*T/ 1 WWW 


PCT 












CD 


WO Qft/1 1Rft4 

VVU ww/ I IOO*+ 


03/1998 

WW/ 1 WWW 


PCT 












CE 


WO QR/0R79? 


02/1998 

Uu 1 wwW 


PCT 












CF 


Cr w / O I wO I M I 


07/1 QQ7 

\J 1 1 \ WW f 


EPO 

tru 












CG 


WO Q7/20810 

V V w 1 I t-UU 1 W 


06/1997 

WW/ 1 W W f 


PCT 












CH 


WO 97/03675 


02/1997 


PCT 












CI 


WO 95/21615 


08/1995 


PCT 












CJ 


WO 95/20949 


08/1995 


PCT 












CK 


WO 94/28902 


12/1994 


PCT 












CL 


WO 94/00114 


01/1994 


PCT 












CM 


WO 94/00047 


01/1994 


PCT 












CN 


WO 90/06110 


06/1990 


PCT 












CO 


WO 88/06444 


09/1988 


PCT 












CP 


DE32 12 682 A1 


10/1982 


Germany 












CQ 


GB 2098602 A 


11/1982 


United Klnadom 











DC1 - 334151.2 



Sheet 3 of 5 





CR 


EP 0 035 597 9/1981 Europe 


OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 




CS 


Baldessarini et al., Life Sciences 39: 1765-1777, (1986). 




CT 


Buckett et al., "BTS 54 524-An Approach to Rapidly Acting Antidepressant," New Concepts in Depression 
2: 167-172 (1988). 




CU 


Bucket et al., "The Pharmacology of Sibutramine Hydrochloride (BTS 54 524), A New Antidepressant which 
induces Rapid Noradrenergic Down-Regulation", Prog. Neuro-Psychopharmacol. & Biol. Psychiat. 
12: 575-584(1988). 




CV 


Buckett et al., "Sibutramine Hydrochloride," Drugs of the Future 13(8): 736-738 (1988). 




CW 


Butler, D., Facile Cycloalkylation ofArylacetonitriles in Dimethyl Sulfoxide, J. Org. Chem., 36: 1 308-1 309 (1 971 ) 




CX 


Canonne, P., et al., Effet du Benzene Dans la Reaction de Grignard surles Nitriles, Tetrahedron Lett., 
21:155-58(1980) 




CY 


Carstensen, J., Drug Stability: Principles & Practice, 2d. Ed., pp. 379-80, Marcel Dekker, NY, NY, (1995). 




CZ 


Castello, R.A., et al., Discoloration of Tablets Containing Amines and Lactose, Pharm. Sci. 51(2):106-108 
(1 \3oZ) 




DA 


Cheetham, S.C., et al., fHJParoxetine Binding in Rat Frontal Cortex Strongly Correlates with l°H]5-HT 
uptaKe. effect of Administration ot various Antidepressant treatments, iNeuropnarmacoiogy pyyo;, oz^o;, 
737-743 




DB 


C\\ffe eia\. t (S)-N-tert-Butyl-3-(4-(2-methoxyphenyl)-piperaz^ 

A Selective Antagonist at Presynaptic and Postsynaptic 5-HT 1A Receptors, Med. Chem., 36:1509-1510 (1993) 




DC 


Diagnostic and Statistical Manual of Mental Disorders, Fourth Ed., American Psychiatric Association, 
(1997). 




DD 


Diagnostic and Statistical Manual of Mental Disorders, 3rd Ed., American Psychiatric Association (1981). 




DE 


Dreshfield et al., Enhancement of Fluoxetine-Dependent Increase of Extracellular Serotonin (5-HT) Levels 
by (-)-Pindoloi, an Antagonist at 5-HT 1A Receptors, Neurochem. Res., 21(5):557-562 (1996) 




DF 


Eliel, E.L., Stereochemistry of Carbon Compounds (McGraw-Hill, NY, 1962). 




DG 


Evans et al., "Prevalence of Alzheimer's Disease in a Community Population of Older Persons," J. A.M. A. 
262:2551-2556(1989). 




DH 


Fuentes, J.et al., "Comparison of the apparent anti-depressant activity of (-) and (+) tranylpromine in an 
animal mooei , unemicai Austracts, oo. page oi, ino. nut ooi \iijfO). 




Dl 


Goodman & Gilman, The Pharmacological Basis of Therapeutics, 362-373, 404 (9 th ed. McGraw-Hill, 1996) 




DJ 


Gray et al., The Involvement of the Opioidergic System in the Antinociceptive Mechanism of Action of 
Antidepressant Compounds, BR.J. Pharmacol., Vol. 124, No. 4, (1998) pp 669-674 




DK 


Handbook of Pharmaceutical Excipients, 2 nd ed., Wade and Wilier eds., pp. 257-259 (1994) 




DL 


Heal et al., A Comparison of the Effects on Central 5-HT Function of Sibutramine Hydrochloride and Other 
Weight-Modifying Agents, BK.J. Pharmacol. ( jyyo), izo(z), oUi-oUo 




DM 


Hillver et al., (S)-5-Fluoro-8-hydroxy-2-(dipropylamino)tetralix: A Putative 5-HT 1A Receptor Antagonist, J. 
Med. Chem., 33:1541-44 (1990) 




DN 


J. Med. Chem., Vol. 36, No. 17, 2540 (1993) 






introduction to fnarmaceuticai uosage rorms, *fin eo., Lea « reDiger, r^nnaoeipnia \ iyoo^. 




DP 


Jacques et al., "Enantiomers, Racemates and Resolutions," (Wiley-lnterscience, NY, 1981). 




DQ 


Jamali et al., Journal of Pharmaceutical Sciences, 78: 9: 695-715 (1989) 




DR 


Jeffery et al., Synthesis of Sibutramine, A Novel Cyclobutylalkylamine Useful in the Treatment of Obesity, 
and its Major Human Metabolites, J. Chem. Soc. Perkin. Trans. 1, 2583-2589 (1996) 



DC1 -334151.2 



Sheet 4 of 5 





DS 


King et al. v "Clinical Pharmacology of Sibutramine Hydrochloride (BTS 54524) A New Antidepressant, in 
Healthy Volunteers," Clinical Pharmac. 26: 607-61 1 (1989). 




DT 


Kula et al., "Effects of N-Substituted Phenyltetrahydropyridines on Cerebral High-Affinity Synatosomal 
Uptake of Dopamine and Other Monoamines in Several Mammalian Species, " Life Sciences 34(26): 2567- 
2575, (1984). 




DU 


Luscombe et al., The Contribution of Metabolites to the Rapid and Potent Down-Regulation of Rat Cortical 
P-Adrenoceptors by the Putative Antidepressant Sibutramine Hydrochloride, Neuropharmacology, Vol. 28, 
No. 2,(1989) pp 129-134 




DV 


The Merck Manual of Diagnosis and Therapy, ??th Ed., Merck & Co., Inc., Whitehouse Station, NJ, (1999). 




DW 


Middlemiss et al., Centrally Active 5-HT Receptor Agonists and Antagonists, Neurosci. and Biobehv. Rev., 
16:75-82 (1992) 




DX 


Moreau et al., Behavioral Profile of the 5-HT 1A Receptor Antagonist (S)-UH-301 in Rodents and Monkeys, 
Brain Res. Bull., 29:901-04 (1992) 




DY 


Nakada et al., An Enantioconvergent Route to (-)-Kainic Acid, Tetrahedron Lett., 38:857-860 (1997) 




DZ 


Physician's Desk Reference® 473-475 (53 rd ed., 1999) 




EA 


Physician's Desk Reference® 475-476 (53 rd ed., 1999) 




EB 


Physician's Desk Reference® 764-766 (53 rd ed., 1999) 




EC 


Physician's Desk Reference® 823-825 (53 rd ed., 1999) 




ED 


Physician's Desk Reference® 978-979 (53 rd ed., 1999) 




EE 


Physician's Desk Reference® 1054-1056 (53 rd ed., 1999) 




EF 


Physician's Desk Reference® 1332-1334 (53 rd ed., 1999) 




EG 


Physician's Desk Reference® 1369-1370 (53 rd ed., 1999) 




EH 


Physician's Desk Reference® 1432-1436 (53 rd ed., 1999) 




El 


Physician's Desk Reference® 1494-1498 (53 rd ed., 1999) 




EJ 


Physician's Desk Reference® 1641-1645 (53 rd ed., 1999) 




EK 


Physician's Desk Reference® 2004-2009 (53 rd ed., 1999) 




EL 


Physician's Desk Reference® 2075-2078 (53 rd ed., 1 999) 




EM 


Physician's Desk Reference® 2190-2192 (53 rd ed., 1999) 




EN 


Physician's Desk Reference® 2367-2368 (53 rd ed., 1999) 




EO 


Physician's Desk Reference® 2396-2399 (53 rd ed., 1999) 




EP 


Physician's Desk Reference® 2490-2493 (53 rd ed., 1999) 




EQ 


Physician's Desk Reference® 2516-2521 (53 rd ed., 1999) 




ER 


Physician's Desk Reference® 2688-2691 (53 rd ed., 1999) 




ES 


Physician's Desk Reference® 2701-2704 (53 rd ed., 1 999) 




ET 


Physician's Desk Reference® 2720-2726 (53 rd ed., 1999) 




EU 


Physician's Desk Reference® 2735-2736 (53 rd ed., 1999) 




EV 


Physician's Desk Reference® 2886-2888 (53 rd ed., 1999) 




EW 


Physician's Desk Reference® 2908-2910 (53 rd ed., 1999) 




EX 


Physician's Desk Reference® 3092-3094 (53 rd ed., 1999) 




EY 


Phvsician's Desk Reference® 3101-3104 (53 rd ed.. 1999) 



DC1 -334151.2 



Sheet 5 of 5 



- 


EZ 


Physician's Desk Reference© 3224-3225 (53 rd ed., 1999) 




FA 


Physician's Desk Reference© 3267-3272 (53 rd ed., 1999) 




FB 


Physician's Desk Reference© 3307-3309 (53 rd ed., 1999) 




FC 


Physician's Desk Reference© 3383-3384 (53 rd ed., 1999) 




FD 


Physician's Desk Reference© 2520 (52 nd ed., 1998) 




FE 


Physician's Desk Reference© 2958 (52 nd ed., 1998) 




FF 


Remingtons: The Practice ofTheScience and Pharmacy, 19 th ed., Gennaro, ed., p. 1625 (1995) 




FG 


Remington's Pharmaceutical Sciences, 18th ed., Mack Publishing, Easton PA (1990). 




FH 


Remington's Pharmaceutical Sciences, 16th ed., Mack Publishing, Easton PA (1980). 




Fl 


Stock, M.J., Sibutramine: A Review of the Pharmacology of a Novel Anti-Obesity Agent, Int'l J. Obesity, 
21(Supp. 1):S25-S29 (1997) 




FJ 


U.S. Pharmocopia (USP) SP (XXI)/NF (XVI) 




FK 


Wilen et al., Tetrahedron, 2725-36 33(21) (1977). 




FL 


Wilen, S.H., Tables of Resolving Agents and Optical Resolutions 268 (E.L. Eliel ed., Univ. of Notre Dame 
Press, Notre Dame, IN, 1972). 


EXAMINER 


DATE CONSIDERED 


*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not 
in conformance and not considered. Include copy of this form with next communication to applicant. 



DC1 -334151.2 



